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5 APHIS may issue guidelines regarding 
scientific procedures, practices, or protocols 
which it has found acceptable in making var-
ious determinations under the regulations. A 
person may follow an APHIS guideline or fol-
low different procedures, practices, or proto-
cols. When different procedures, practices, or 
protocols are followed, a person may, but is 
not required to, discuss the matter in ad-
vance with APHIS to help ensure that the 
procedures, practices, or protocols to be fol-
lowed will be acceptable to APHIS. 

§ 340.3 Notification for the introduc-
tion of certain regulated articles. 5 

(a) General. Certain regulated articles 
may be introduced without a permit, 
provided that the introduction is in 
compliance with the requirements of 
this section. Any other introduction of 
regulated articles require a permit 
under § 340.4, with the exception of in-
troductions that are conditionally ex-
empt from permit requirements under 
§ 340.2(b) of this part. 

(b) Regulated articles eligible for intro-
duction under the notification procedure. 
Regulated articles which meet all of 
the following six requirements and the 
performance standards set forth in 
paragraph (c) of this section are eligi-
ble for introduction under the notifica-
tion procedure. 

(1) The regulated article is any plant 
species that is not listed as a noxious 
weed in regulations at 7 CFR part 360 
under the Plant Protection Act (7 
U.S.C. 7712), and, when being consid-
ered for release into the environment, 
the regulated article is not considered 
by the Administrator to be a weed in 
the area of release into the environ-
ment. 

(2) The introduced genetic material 
is ‘‘stably integrated’’ in the plant ge-
nome, as defined in § 340.1. 

(3) The function of the introduced ge-
netic material is known and its expres-
sion in the regulated article does not 
result in plant disease. 

(4) The introduced genetic material 
does not: 

(i) Cause the production of an infec-
tious entity, or 

(ii) Encode substances that are 
known or likely to be toxic to nontar-
get organisms known or likely to feed 
or live on the plant species, or 

(iii) Encode products intended for 
pharmaceutical or industrial use. 

(5) To ensure that the introduced ge-
netic sequences do not pose a signifi-
cant risk of the creation of any new 
plant virus, plant virus-derived se-
quences must be: 

(i) Noncoding regulatory sequences of 
known function, or 

(ii) Sense or antisense genetic con-
structs derived from viral genes from 
plant viruses that are prevalent and 
endemic in the area where the intro-
duction will occur and that infect 
plants of the same host species, and 
that do not encode a functional 
noncapsid gene product responsible for 
cell-to-cell movement of the virus. 

(6) The plant has not been modified 
to contain the following genetic mate-
rial from animal or human pathogens: 

(i) Any nucleic acid sequence derived 
from an animal or human virus, or 

(ii) Coding sequences whose products 
are known or likely causal agents of 
disease in animals or humans. 

(c) Performance standards for introduc-
tions under the notification procedure. 
The following performance standards 
must be met for any introductions 
under the notification procedure. 

(1) If the plants or plant materials 
are shipped, they must be shipped in 
such a way that the viable plant mate-
rial is unlikely to be disseminated 
while in transit and must be main-
tained at the destination facility in 
such a way that there is no release into 
the environment. 

(2) When the introduction is an envi-
ronmental release, the regulated arti-
cle must be planted in such a way that 
they are not inadvertently mixed with 
non-regulated plant materials of any 
species which are not part of the envi-
ronmental release. 

(3) The plants and plant parts must 
be maintained in such a way that the 
identity of all material is known while 
it is in use, and the plant parts must be 
contained or devitalized when no 
longer in use. 

(4) There must be no viable vector 
agent associated with the regulated ar-
ticle. 

(5) The field trial must be conducted 
such that: 

(i) The regulated article will not per-
sist in the environment, and 

(ii) No offspring can be produced that 
could persist in the environment. 
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(6) Upon termination of the field test: 
(i) No viable material shall remain 

which is likely to volunteer in subse-
quent seasons, or 

(ii) Volunteers shall be managed to 
prevent persistence in the environ-
ment. 

(d) Procedural requirements for noti-
fying APHIS. The following procedures 
shall be followed for any introductions 
under the notification procedure: 

(1) Notification should be directed to 
the Animal and Plant Health Inspec-
tion Service, Plant Protection and 
Quarantine, Biotechnology and Sci-
entific Services, Biotechnology Per-
mits, 4700 River Road, Unit 147, River-
dale, Maryland 20737–1237. 

(2) The notification shall include the 
following: 

(i) Name, title, address, telephone 
number, and signature of the respon-
sible person; 

(ii) Information necessary to identify 
the regulated article(s), including: 

(A) The scientific, common, or trade 
names, and phenotype of regulated ar-
ticle, 

(B) The designations for the genetic 
loci, the encoded proteins or functions, 
and donor organisms for all genes from 
which introduced genetic material was 
derived, and 

(C) The method by which the recipi-
ent was transformed; 

(iii) The names and locations of the 
origination and destination facilities 
for movement or the field site location 
for the environmental release; and the 
size of the introduction, 

(iv) The date and, in the case of envi-
ronmental release, the expected dura-
tion of the introduction (release); and 

(v) A statement that certifies that 
introduction of the regulated article 
will be in accordance with the provi-
sions of this section. 

(3) Notification must be submitted to 
APHIS: 

(i) At least 10 days prior to the day of 
introduction, if the introduction is 
interstate movement. 

(ii) At least 30 days prior to the day 
of introduction, if the introduction is 
an importation. 

(iii) At least 30 days prior to the day 
of introduction, if the introduction is 
an environmental release. 

(4) Field test reports must be sub-
mitted to APHIS within 6 months after 
termination of the field test. Field test 
reports shall include the APHIS ref-
erence number, methods of observa-
tion, resulting data, and analysis re-
garding all deleterious effects on 
plants, nontarget organisms, or the en-
vironment. 

(5) The Administrator, shall be noti-
fied of any unusual occurrence within 
the time periods and in the manner 
specified in § 340.4(f)(10). 

(6) Access shall be allowed for APHIS 
and State regulatory officials to in-
spect facilities and/or the field test site 
and any records necessary to evaluate 
compliance with the provisions of para-
graphs (b) and (c) of this section. 

(e) Administrative action in response to 
notification. (1) APHIS will provide cop-
ies of all notifications to appropriate 
State regulatory official(s) for review 
within 5 business days of receipt. Com-
ments to APHIS from appropriate 
State regulatory officials in response 
to notifications for interstate move-
ment of regulated articles will not be 
required by APHIS prior to acknowl-
edgment, although States may provide 
their reviews to APHIS at their discre-
tion. 

(2) The Administrator, will provide 
acknowledgement within 10 days of re-
ceipt that the interstate movement is 
appropriate under notification. 

(3) The Administrator, will provide 
acknowledgement within 30 days of re-
ceipt that the importation is appro-
priate under notification. 

(4) APHIS will provide acknowledg-
ment within 30 days of receipt that the 
environmental release is appropriate 
under notification. Such acknowledg-
ment will apply to field testing for 1 
year from the date of introduction, and 
may be renewed annually by submis-
sion of an additional notification to 
APHIS. 

(5) A person denied permission for in-
troduction of a regulated article under 
notification may apply for a permit for 
introduction of that regulated article 
without prejudice. 

[58 FR 17056, Mar. 31, 1993, as amended at 59 
FR 67610, Dec. 30, 1994; 62 FR 23956, May 2, 
1997; 66 FR 21058, Apr. 27, 2001; 68 FR 46436, 
Aug. 6, 2003] 
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